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A. Patient information

C. Suspect medication(s) I

2. Age st time of event: 1. Name (give labeled strength & mir/labeler, ¥ known)

17 YEARS #1 ACCUTANE CAPSULES (ISOTRETINOIN)
Date 13-FEB-1983| (| female . .
of birth: #2 TYLENOL (ACETAMINOPHEN)
in confidence
2. Dose, frequency & route T ] 3 Thernpy dates ( f urk give duration: .
B. Adverse event or product problem #130 MG DAILY ORAL 'ronﬂo(ovmustwnal:) gre durston
1. [X] Adverse event andior [] Product problem (s.., defectsmattunctions) 1 27-JL-2000/UNK
2. Outcomes attributed to adverse svent [ desoiey #2UNK 2 UNK
chack a¥l that —_
(che spply) /) 4. Diagnosis for use (indication) " Ts Event anated aher use
" ceam D congenital anomaly #1 ACNE l stoppod or dose reduced
- (mordeytyr) ;—‘ required Intorvemion to prwenl : X doesr ¢
ife threatening P ~ S . .
= #2 UNKNOWN L yos - mo X opo
' hospiatization inital or prolonge @ ohor MEDICALLY e D Vm,.__;_
B SIGNIFICANT e ol w2 Tyas  lne tx Ooese
ete o Ta Oete of 6. Lot & (if known} 7. Exp. date (if known) . o appy
3 Y
avent NOV / 2 / 2000E this report  JAN / 31 / 2001 UMK : l UM - 58‘ re:lt.l:oducﬁo: s
_imodapyy 1 (moldeytyr) ] #2 UNK 1 #2 UNK i "i~ Vo X doesnt .
5. eventor p 9.NDC# for product problems only (¢ known) S LAY
THIS SPONTANEOUS CASE, REPORTED BY A #1NA #2 NA .2 yos [ no ! x' doasn:
DERMATOLOGIST, CONCERNS A 17 YEAR OLD MALE - _ e, e
PATIENT WHO EXPERIENCED INCREASED BLOOD 10.C products and therapy detes {exclude Ir saiment of event)
EOSINOPHILS, ABNORMAL LIVER FUNCTION TESTS, @ UNK '

. INCREASED CREATINE KINASE (CK), THE PRESENCE OF
ANTINUCLEAR ANTIBODY (ANA), INCREASED 8LO0OD
CHOLESTEROL, DECREASED WHITE BLOOD CELL COUNT

- (WBC DEC), DECREASED GRANULOCYTE COUNT AND
DECREASED BLOOD NEUTROPHIL COUNT DURING THE USE

OF ACCUTANE (SOTRETIOR FOR ACNE YD TLENGL | G_All manutacturers R
(PARACETAMOL) FOR AN UNSPECIFIED INDICATION. 1. Contact Office-nameieda :

! 2. Phone Number
THE PATIENT HAS A NEGATIVE FAMILIAL HISTORY AND ' (973)5623523
A NEGATIVE HISTORY FOR SMOKING, ALCOHOL USE, GLOBAL DEVELOPMENT — o
DRUG ABUSE AND ALLERGIES. HE HAS NO CONCOMITANT HOFFMANN-LA ROCHE INC 3. Report source
DISEASE. 340 KINGSLAND STREET | e an vt oo
27 JUL 2000: ACCUTANE THERAPY COMMENCED ORALLY ET | [ Vioroign
AT 30 MG DAILY. NUTLEY, NJ 07110-1199 ! L_‘ study
UNKNOWN DATE: TYLENOL THERAPY COMMENCED (ROUTE T erature
AND DOSING REGIMEN UNKNOWN). f 5
7 SEP 2000: THE PATIENT'S ABSOLUTE NEUTROPHIL L | Sonsumer
COUNT WAS LOW AT 1747 CELLS/MCL (NORMAL: 1800 - Do oo By i . - . X neath protessiona
. man urer §. e
8000). (AINDAS ‘_8‘6‘_;2_ ’ user-lacillty
JAN /19 / 2001 wos - company ‘epresentivi:
. CONTRED G prooeas ] PN i | catreutor ‘
6. Retevant testa/lsboratory dets, including dates PERR XN NA pmsseD yos s :olhor ‘
ABS_NEUTROPHIL_COUNT e orc L. ‘
7-SEP-2000 A wp— orodur ] ¥e e
lh_‘gBR aiiunLTr; 1G7E47 (check all that apoty) I .
ANGE: 1800-8000 : 8. Adverse sventterm(s) S
CELLS/MCL. ; %} §-day @ 19°9%  BLOOD EOSINOPHILS INCREASED +--
[ 110-day || perodic ABNORMAL LIVER FUNCTION TESTS
ANTI_NUCLEAR_AB (X] e [ ] tolowsn CK INCREASED
y ; * ANA PRESENT
el —==_|{ BLOOD CHOLESTEROL INCREASED
] OONﬂ’mUED 9. MFR. report number WBC DEC ‘
7. Other relevant Nuwy. including preexisting medical conditions (e. 9 .Ihrglu ’ 253146 GRANULOCYTE COUNT DECREASED
ace. pregnancy, king and alcohol use, hepatic/renal dysfunction, elc.) +++ adverse event that Jenerated subTussion )
Medical History Text CONTINUEL ¢

THE PATIENT HAS A NEGATIVE FAMILIAL HISTORY AND

A NEGATIVE HISTORY FOR SMOKING, ALCOHOL USE,
DRUG ABUSE AND ALLERGIES. HE HAS NO CONCOMITANT
DISEASE.

r "_ tl ,} 1[3

~ _ L M conminuer.
Submission of a report does not constitute an [ 2. Heslth professional? JEXS pation < Initial reporter aiso
admission that medical personnel, user facility, ; DOCTOR OF i :fn' mport to FDA _
distributor, manufacturer or product caused or : yes [ ] no  MEDICINE : r_ ! yes j no [x] unk i

3500A Facsimile contributed to the svent, i L o o

E-Indicates estimated date or dose, P-Indicates partial date oF g




AINIAVILUNIEL DATE

(3 ™n LS
!!Mnl !lMi'.lillllIM“ port# 253146 Page 2 of
-7=00~02%

B.5. Describe event or problem - continued

25 SEP 2000: THE PATIENT DEVELOPED ABNORMAL

LIVER FUNCTION TESTS (ELEVATED).

30 OCT 2000: THE PATIENT'S SGOT WAS HIGH AT 478 UL (0 - 42), SGPT HIGH AT 155 U/L

{0 - 48) AND ACETAMINOPHEN LEVEL < 10 MG/L {10 - 20).

UNKNOWN DATES: THE ACCUTANE AND TYLENOL THERAPIES WERE DISCONTINUED AND THE PATIENT
WAS REFERRED TO A GASTROINTESTINAL SPECIALIST. AN ULTRASOUND OF THE LIVER WAS
NEGATIVE. )

2NOV 2000: THE PATIENT'S SGOT AND SGPT LEVELS WERE CONSIDERED TO HAVE IMPROVED,
ALTHOUGH THEY REMAINED HIGH AT 147 U/L (NORMAL: 20 - 57) AND117 UL (21-72)

RESPECTIVELY. HIS CHOLESTEROL LEVEL WAS HIGH AT 223 MG/DL (140 - 200) AND CK HIGH

AT 1703 IULL (55 - 170). THE ACETAMINOPHEN LEVEL WAS 4 UG/ML

(10 - 30). HIS WBC WAS LOW AT 3.5 THOUSAND/MM3 (4.8 - 10.8) WITH GRANULOCYTES LOW

AT 45.5% (50 - 70) AND EOSINOPHILS HIGH AT 5.7 % (0 - 4).

6 NOV 2000: THE PATIENT'S SGOT AND SGPT LEVELS WERE 30 U/L (0-42) AND 41 UL (O

- 48) RESPECTIVELY. HiS ANTINUCLEAR ANTIBODY TITER WAS 1:40 (REFERENCE RANGE: <

1:40 = NEGATIVE, 1:40 - 1:80 = LOW ANTIBODY LEVEL,

> 1:80 = ELEVATED ANTIBODY LEVEL).

THE QUTCOME OF THE EVENTS INCREASEDBLOOD EOSINOPHILS, INCREASED CREATININE KINASE,
ANA PRESENT, INCREASED BLOOD CHOLESTEROL, DECREASED WBC, DECREASED GRANULOCYTE
COUNT AND DECREASED BLOOD NEUTROPHIL COUNT WAS UNKNOWN.

THE REPORTING DERMATOLOGIST DESCRIBED THE CAUSALITY AS POSSIBLE FOR ABNORMAL LIVER
FUNCTION TESTS AND ACCUTANE BUT ALSO STATED THAT THE PATIENT TOOK LARGE AMOUNTS OF
TYLENOL AND THAT SHE FELT THE LIVER ENZYMES WERE ELEVATED AS A RESULT OF THIS.

THE COMPANY CONSIDERED THE EVENTS BLOOD EOSINOPHILS INCREASED, ABNORMAL LIVER
FUNCTION TESTS AND CREATINE KINASE INCREASED TO BE MEDICALLY SIGNIFICANT.

*

B.6. Relevant tests/laboratory data - continued

6-NOV-2000 .

LAB RESULT: 1.4

ANA TITER REFERENCE RANGES: < 1:40 = NEGATIVE, 1:40 - 1:80 = LOW ANTIBODY LEVEL,
> 1:80 = ELEVATED ANTIBODY LEVEL

CHOLESTEROL

2-NOV-2000

LAB RESULT: 223 mg/dL
NORMAL RANGE: 140-200 mg/dL

CPK

2-NOV-2000

LAB RESULT: 1703
NORMAL RANGE: 55-170

EOSINOPHILS
2-NOV-2000

LAB RESULT: 5.7 %
NORMAL RANGE: 0-4 %

GRANULOCYTES
2-NOV-2000

LAB RESULT: 45.5 %
NORMAL RANGE: §0-70 %

LIVER FUNCTION TESTS
25-SEP-2000
ELEVATED. NO SPECIFIC VALUES PROVIDED.

SGOT

30-0OCT-2000

LAB RESULT: 478 UL L
NORMAL RANGE: 0-42 UL v

SGOT

2-NOV-2000

LAB RESULT: 147 UL
NORMAL RANGE: 20-57 UL
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SGOT

6-NOV-2000

LAB RESULT: 30 UL
NORMAL RANGE: 0-42 UL

SGPT

30-OCT-2000

LAB RESULT: 155 UL
NORMAL RANGE: 0-48 UL

SGPT

2-NOV-2000

LAB RESULT: 117 UL
NORMAL RANGE: 21-72 UL

SGPT

6-NOV-2000 .

LAB RESULT: 30 UL
NORMAL RANGE: 0-48 U/L

TEST_METHOD
30-0OCT-2000
ACETAMINOPHEN LEVEL - < 10 MG/ (10 - 20).

TEST_METHOD
2-NOV-2000
ACETAMINOPHEN LEVEL - 4 UG/ML (10 - 30).

ULTRASOUND SCAN
LIVER - NEGATIVE.

waec

2-NOV-2000

LAB RESULT: 3.5

NORMAL RANGE: 4.8-10.8
LAB UNITS: THOUSAND/AMMS.

E.1. Initlal reporter (Name, address & phone #) - continued

PHON SO

G.8. Adverse event term(s) - continued
BLOOD NEUTROPHIL COUNT DECREASED
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